§26.19

§26.19 Information relating to quality
aspects.

The authorities will establish an ap-
propriate means of exchanging infor-
mation on any confirmed problem re-
ports, corrective actions, recalls, re-
jected import consignments, and other
regulatory and enforcement problems
for products subject to this subpart.

§26.20 Alert system.

(a) The details of an alert system will
be developed during the transitional
period. The system will be maintained
in place at all times. Elements to be
considered in developing such a system
are described in Appendix E of this sub-
part.

(b) Contact points will be agreed be-
tween both parties to permit authori-
ties to be made aware with the appro-
priate speed in case of quality defect,
recalls, counterfeiting, and other prob-
lems concerning quality, which could
necessitate additional controls or sus-
pension of the distribution of the prod-
uct.

§26.21 Safeguard clause.

BEach party recognizes that the im-
porting country has a right to fulfill
its legal responsibilities by taking ac-
tions necessary to ensure the protec-
tion of human and animal health at the
level of protection it deems appro-
priate. This includes the suspension of
the distribution, product detention at
the border of the importing country,
withdrawal of the batches and any re-
quest for additional information or in-
spection as provided in §26.12.

APPENDIX A TO SUBPART A OF PART 26—
LIST OF APPLICABLE LAWS, REGULA-
TIONS, AND ADMINISTRATIVE PROVI-
SIONS

1. For the European Community (EC):

[Copies of EC documents may be obtained
from the European Document Research, 1100
17th St. NW., suite 301, Washington, DC 20036.
EC documents may be viewed on the Euro-
pean Commission Pharmaceuticals Units
web site at ‘‘http:/dg3.eudra.org’’.]
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Council Directive 65/65/EEC of 26 January
1965 on the approximation of provisions laid
down by law, regulation, or administrative
action relating to proprietary medicinal
products as extended, widened, and amended.
Council Directive 75/319/EEC of 20 May 1975
on the approximation of provisions laid down
by law, regulation or administrative action
relating to proprietary medicinal products
as extended, widened and amended.

Council Directive 81/851/EEC of 28 September
1981 on the approximation of the laws of the
Member States relating to veterinary medic-
inal products, as widened and amended.
Commission Directive 91/356/EEC of 13 June
1991 laying down the principles and guide-
lines of good manufacturing practice for me-
dicinal products for human use.

Commission Directive 91/412/EEC of 23 July
1991 laying down the principles and guide-
lines of good manufacturing practice for vet-
erinary medicinal products.

Council Regulation EEC No 2309/93 of 22 July
1993 laying down Community procedures for
the authorization and supervision of medic-
inal products for human and veterinary use
and establishing a European Agency for the
Evaluation of Medicinal Products.

Council Directive 92/25/EEC of 31 March 1992
on the wholesale distribution of medicinal
products for human use.

Guide to Good Distribution Practice (94/C 63/
03).

Current version of the Guide to Good Manu-
facturing Practice, Rules Governing Medic-
inal Products in the European Community,
Volume IV.

2. For the United States:

[Copies of FDA documents may be obtained

from the Government Printing Office, 1510 H
St. NW., Washington, DC 20005. FDA docu-
ments, except the FDA Compliance Program
Guidance Manual, may be viewed on FDA’s
Internet web site at ‘“‘http:/www.FDA.gov"’.]
Relevant sections of the United States Fed-
eral Food, Drug, and Cosmetic Act and the
United States Public Health Service Act.
Relevant sections of Title 21, United States
Code of Federal Regulations (CFR) Parts 1-
99, Parts 200-299, Parts 500-599, and Parts 600—
799.
Relevant sections of the FDA Investigations
Operations Manual, the FDA Regulatory
Procedures Manual, the FDA Compliance
Policy Guidance Manual, the FDA Compli-
ance Program Guidance Manual, and other
FDA guidances.

258



